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DETAILED ACTION 

Status of Claims 

1 . This action is in reply to the application filed on 08/21/2003. 

2. Claims 1-66 are currently pending and have been examined. 



Specification 

3. The disclosure is objected to because of the following informalities: The use of the various 
trademarks has been noted in this application. It should be capitalized wherever it appears and be 
accompanied by the generic terminology. 

4. Although the use of trademarks is permissible in patent applications, the proprietary nature of the 
marks should be respected and every effort made to prevent their use in any manner which might 
adversely affect their validity as trademarks. 

5. Appropriate correction is required. 
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Claim Rejections - 35 USC §112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 15 and 42-66 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

8. As per claim 15, a reference is made to "static period", "rotating period" and "dynamic period". 
The limitations "static period", "rotating period" and "dynamic period" are not defined by the claim, the 
specification does not provide an appropriate definition, and one of ordinary skill in the art would not be 
reasonably apprised of the scope of the invention. For purposes of applying prior art, each period is 
interpreted as any time period. 

9. Claims 42, 61-62 and 65 contain means (or step) plus function limitations that invokes 35 U.S.C. 
112, sixth paragraph. However, the written description fails to disclose the corresponding structure, 
material, or acts for the claimed functions. Therefore, the scope of the claims is not clear. 

All claims dependent thereon, namely claims 43-60, 63-64 and 66 fail to remedy these 
deficiencies, and are therefore rejected for at least the same rationale above, and incorporated herein. 



Claim Rejections - 35 USC §101 

10. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter, or any new and useful improvement thereof, may obtain a patent therefor, 
subject to the conditions and requirements of this title. 
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11. Claims 36-41 are rejected under 35 U.S.C. 101. Based on Supreme Court precedent and recent 
Federal Circuit decisions, the Office's guidance to examiners is that a § 101 process must (1) be tied to a 
machine or (2) transform underlying subject matter (such as an article or materials) to a different state or 
thing. In re Bilski et al, 88 USPQ 2d 1385 CAFC (2008); Diamond v. Diehr, 450 U.S. 175, 184 (1981); 
Parker v. Flook, 437 U.S. 584, 588 n.9 (1978); Gottschalk v. Benson, 409 U.S. 63, 70 (1972); Cochrane 
v. Deener, 94 U.S. 780,787-88 (1876). The method steps in claims (36-41) are not tied to another 
statutory class nor do they execute a transformation. Thus, they are non-statutory. 



Claim Rejections - 35 USC §102 

12. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis for 
the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

13. Claims 42-43 and 53 are rejected under 35 U.S.C. 102(b) as being anticipated by Remes et al. 
(US Patent 5,706,801). 

Examiner's Note: The Examiner has pointed out particular references contained in the prior art 
of record within the body of this action for the convenience of the Applicant. Although the specified 
citations are representative of the teachings in the art and are applied to the specific limitations within the 
individual claim, other passages and figures may apply. Applicant, in preparing the response, should 
consider fully the entire reference as potentially teaching all or part of the claimed invention, as well as 
the context of the passage as taught by the prior art or disclosed by the Examiner. 

Claim 42: 

Remes, as shown, discloses the following limitations: 
• (a) a medical device adapted to provide a treatment to a patient (see at least Col. 1 , lines 
23-25); 
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• (b) means for monitoring an actual medical device usage (see at least Col. 3, lines 62- 

65); 

• (c) processing means for determining a compliance period value as a number of 
compliance periods in a measurement cycle in which the actual medical device usage 
value is at least equal to a minimum medical device usage compliance value (reads on 
"allowed variation")(see at least Col. 6, lines 9-11). 

Claim 43: 

Remes discloses the limitations shown in the rejections above. Remes further discloses 
the following limitations: 

• wherein the processing means compares the compliance period value with a medical 
device usage prescription value (see at least Col. 6, lines 9-1 1 , lines 34-38). 

Claim 53: 

Remes discloses the limitations shown in the rejections above. Remes further discloses 
the following limitations: 

• (e) a communication device associated with the medical device (see at least Col. 1 , lines 
16-19; Col. 2, lines 46-50); 

• (f) a central database remote from the medical device and in communication therewith via 
the communication device (see at least Abstract, lines 8-10; Col. 2, lines 59-62; Col. 5, 
lines 11-13, lines 44-47). 



Claim Rejections - 35 USC §103 

14. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 1 02 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 
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15. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 (1966), 
that are applied for establishing a background for determining obviousness under 35 U.S.C. 103(a) are 
summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness or 
nonobviousness. 

16. Claims 1-6, 9, 11-16, 25-26, 30-31, 33-36, and 40-41 and are rejected under 35 U.S.C. 103(a) as 
being unpatentable over U.S. Patent 6,249,717 B1 to Nicholson et al. and further in view of Objective 
Measurement Of Patterns Of Nasal CPAP Use By Patients With Obstructive Sleep Apnea to Kribbs et al. 

Claim 1: 

Nicholson, as shown, discloses the following limitations: 

• (a) providing to a computing device a minimum medical device usage compliance value 
(reads on "dose size") for a medical device for a predetermined compliance period (reads 
on "per day")(see at least Col. 7, lines 37-38; Col. 10, lines 44-46); 

• (b) providing to a computing device a quantity of the compliance periods (reads on "30") 
in a measurement cycle (see at least Col. 13, lines 52-58); 

• (c) measuring an actual medical device usage and providing the actual medical device 
usage to the computing device (see at least Col. 8, lines 37-41); 

Nicholson does not specifically disclose the following limitation, but Kribbs, as shown 

does: 

• (d) determining, via the computing device, a compliance period value as the number of 
compliance periods in the measurement cycle in which an actual medical device usage 
value is at least equal to the minimum medical device usage compliance value (reads on 
"4-hour use")(see at least Fig. 3; Page 890, Col. 2, lines 8-11). 
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Kribbs does not specifically disclose computing device, but Nicholson in at least Col. 8, 
lines 59-63, as shown does. 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the device of Nicholson with the minimum usage of Kribbs because it "...can then be 
used to evaluate patient compliance with the programmed treatment plan..." (Nicholson, see at 
least Col. 1, line 67 through Col. 2, line 1). 
Claim 2: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 

• (e) providing a medical device usage prescription value (reads on "doses per day") to the 
computing device (see at least Col. 10, lines 44-46); 

• (f) comparing (reads on "computes"), via the computing device, the compliance period 
value with the medical device usage prescription value (see at least Col. 8, lines 59-63). 

Claim 3: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson does not specifically disclose the following limitation, but Kribbs, as shown 
does: 

• wherein the compliance period value is determined as a percentage of compliance 
periods in the measurement cycle in which the actual medical device usage value is at 
least equal to the minimum medical device usage compliance value (see at least Page 
890, Col. 1, lines 18-20). 

Claim 4: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 

• (f) inputting the actual medical device usage value for each respective 
compliance period to the computing device (see at least Col. 10, lines 5-8, lines 28-29); 
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• (h) providing a compliance indicator (reads on "score") from the computing device based 
upon results of the comparison (see at least Col. 1 , lines 17-19). 

Nicholson does not specifically disclose the following limitation, but Kribbs, as shown 

does: 

• (e) providing a measurement cycle compliance value (reads on "less than 4 h per night") 
to the computing device (see at least Page 889, Col. 2, lines 18-20); 

• (g) comparing, in the computing device, the compliance period value with the 
measurement cycle compliance value (see at least Page 889, Col. 2, lines 3-4); 

Kribbs does not specifically disclose computing device, but Nicholson in at least Col. 8, 
lines 59-63, as shown does. 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the device of Nicholson with the minimum usage of Kribbs because it "...can then be 
used to evaluate patient compliance with the programmed treatment plan..." (Nicholson, see at 
least Col. 1, line 67 through Col. 2, line 1). 
Claim 5: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 

• (1) a compliance signal responsive to the compliance period value being at least equal to 
the measurement cycle compliance value (see at least Fig. 5, Ele. 48C; Col. 1 , lines 17- 
19; Col. 5, lines 2-4), 

• (2) a non-compliance signal responsive to the compliance period value being less than 
the measurement cycle compliance value (see at least Col. 6, lines 51-55). 

Nicholson does not specifically disclose measurement cycle compliance value (reads on 
"4 h"), but Kribbs in at least Page 889, Col. 2, lines 18-20 and Page 890, Col. 1, lines 18-20. 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the device of Nicholson with the measurement cycle compliance value of Kribbs 
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because it "...can then be used to evaluate patient compliance with the programmed treatment 
plan..." (Nicholson, see at least Col. 1, line 67 through Col. 2, line 1). 
Claim 6: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 

• wherein the compliance indicator indicates a compliance value signal (reads on 
"compliance score")(see at least Fig. 5, Ele. 48C; Col. 1, lines 17-19; Col. 5, lines 2-4). 

Claim 9: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 

• (e) providing a compliance warning value (reads on "time value") to the computing device 
(see at least Col. 6, lines 29-31); 

• (f) comparing, in the computing device, the compliance period value with the compliance 
warning value (see at least Col. 6, lines 33-37); 

• (g) presenting a warning signal (reads on "flash") responsive to the compliance period 
value being equal to the compliance warning value (see at least Col. 6, lines 51-55). 

Claim 11: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 

• wherein the warning signal is an audible alarm, a visual display, or both (see at least Col. 
6, lines 51-55). 

Claim 12: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 

• wherein the warning signal is a visual display and includes an alphanumeric message 
(see at least Col. 6, lines 51-55). 

Claim 13: 
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The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 

• wherein the alphanumeric message (reads on "display parameters") is user-defined 
(reads on "programmed")(see at least Col. 6, lines 48-49). 

Claim 14: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 

• wherein the compliance period is a 24-hour period (see at least Col. 10, lines 44-46). 
Claim 15: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 

• wherein the compliance period is a static period, a rotating period, or a dynamic period 
(see at least Col. 10, lines 44-46). 

Claim 16: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 

• wherein the measurement cycle is a monthly period (see at least Col. 13, lines 52-58). 
Claim 25: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 

• wherein the actual medical device usage value for the compliance period is based upon 
an actual medical device session usage value determined for each of a plurality of 
discrete usage sessions (see at least Col. 8, lines 28-31, lines 37-39). 

Claim 26: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 
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• wherein the actual medical device usage value for the compliance period is calculated as 
the sum of the actual medical device session usage values accruing during the 
compliance period (see at least Col. 9, lines 1 1-13). 

Claim 30: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson does not specifically disclose the following limitations, but Kribbs as shown 
does: 

• providing a minimum medical device usage short session value to the computing device 
(see at least Page 889, Col. 2, lines 8-11); 

• comparing, via the computing device, the actual medical device usage value for a 
discrete usage session with the minimum medical device usage short session value (see 
at least Fig. 3; Page 889, Col. 2, lines 8-11); 

• determining, via the computing device, a short session count value based upon the 
number of usage sessions wherein the actual medical device usage value for the 
respective usage session is less than the minimum medical device usage short session 
value (reads on "less than 4 h per night")(see at least Page 889, Col. 2, lines 18-20). 
Kribbs does not specifically disclose computing device, but Nicholson in at least Col. 8, 

lines 59-63, as shown does. 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the device of Nicholson with the minimum usage of Kribbs because it "...can then be 
used to evaluate patient compliance with the programmed treatment plan..." (Nicholson, see at 
least Col. 1, line 67 through Col. 2, line 1). 
Claim 31: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 

• providing a short session warning value (reads on "time value") to the computing device 
(see at least Col. 6, lines 29-31); 
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• comparing, in the computing device, the short session count value with the short session 
warning value (see at least Col. 6, lines 33-37); 

• presenting a warning signal (reads on "flash") responsive to the short session count value 
being equal to the short session warning value (see at least Col. 6, lines 51-55). 

Claim 33: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 

• wherein the warning sign(see at least Col. 6, lines 51-55).a/ is at least one of an audible 
alarm and a visual display (see at least Col. 6, lines 51-55). 

Claim 34: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 

• wherein the warning signal is a visual display and includes an alphanumeric message 
(see at least Col. 6, lines 51-55). 

Claim 35: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 

• wherein the alphanumeric message (reads on "display parameters") is user-defined 
(reads on "programmed")(see at least Col. 6, lines 48-49). 

Claim 36: 

Nicholson, as shown, discloses the following limitations. 

• (b) determining an actual medical device usage value for at least one discrete medical 
device usage session (see at least Col. 8, lines 28-31, lines 37-39); 

Nicholson does not specifically disclose the following limitations, but Kribbs as shown 

does: 

• (a) providing a minimum medical device usage short session value (see at least Page 
889, Col. 2, lines 8-11); 
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• (c) comparing the actual medical device usage value for each medical device usage 
session with the minimum medical device usage short session value (see at least Fig. 3; 
Page 889, Col. 2, lines 8-11); 

• (d) determining an actual medical device usage value for the compliance period by 
summing (reads on "black squares") the actual medical device usage value for each 
medical device usage session that is greater than or equal to the minimum medical 
device usage short session value and subtracting (reads on "blank areas")eac/7 actual 
medical device usage value that is less than the minimum medical device usage short 
session value during the compliance period (see at least Fig. 3; Page 889, Col. 2, lines 8- 
11, lines 18-20). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the device of Nicholson with the minimum usage of Kribbs because it "...can then be 
used to evaluate patient compliance with the programmed treatment plan..." (Nicholson, see at 
least Col. 1 , line 67 through Col. 2, line 1). 
Claim 40: 

Nicholson, as shown, discloses the following limitations: 

• (b) determining an actual medical device usage value for at least one discrete medical 
device usage session (see at least Col. 8, lines 28-31, lines 37-39); 

Nicholson does not specifically disclose the following limitations, but Kribbs as shown 

does: 

• (a) providing a minimum medical device usage short session value (see at least Page 
889, Col. 2, lines 8-11); 

• (c) comparing the actual medical device usage value for a discrete usage session with 
the minimum medical device usage short session value (see at least Fig. 3; Page 889, 
Col. 2, lines 8-11); 

(d) determining a short session count value based upon the number of usage sessions 
wherein the actual medical device usage value for the respective usage session is less than the 
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minimum medical device usage short session value (reads on "less than 4 h per night")(see at 
least Page 889, Col. 2, lines 18-20). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the device of Nicholson with the minimum usage of Kribbs because it "...can then be 
used to evaluate patient compliance with the programmed treatment plan..." (Nicholson, see at 
least Col. 1, line 67 through Col. 2, line 1). 
Claim 41: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson further discloses the following limitations: 

• (e) providing a short session warning value (reads on "time value") to the computing 
device (see at least Col. 6, lines 29-31); 

• (f) comparing, in the computing device, the short session count value with the short 
session warning value (see at least Col. 6, lines 33-37); 

• (g) presenting a warning signal (reads on "flash") responsive to the short session count 
value being equal to the short session warning value (see at least Col. 6, lines 51-55). 

17. Claims 7-8, 22-24, 45-48, 60 and 66 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over U.S. Patent 6,249,717 B1 to Nicholson et al. in view of Objective Measurement Of Patterns Of Nasal 
CPAP Use By Patients With Obstructive Sleep Apnea to Kribbs et al. and further in view of U.S. Patent 
5,706,801 to Remes etal. 
Claim 7: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson and Kribbs do not specifically disclose the following limitations, but Remes, as 
shown does: 

• (7) creating a report based upon the compliance indicator and indicative of at least one 
patient's compliance with a medical device usage prescription value (see at least Fig. 7; 
Col. 6, lines 35-38). 
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It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the device of Nicholson and the minimum usage of Kribbs with the report of Remes 
because "...it can be determined whether the patient is or is not in compliance for each reporting 
period..." (Remes, see at least Col. 6, lines 36-38). 
Claim 8: 

The combination of Nicholson/Kribbs/Remes discloses the limitations shown in the 
rejections above. Nicholson and Kribbs do not specifically disclose the following limitations, but 
Remes, as shown does: 

• wherein the report is in the form of a graph (see at least Fig. 7). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the computing device of Nicholson and the minimum usage of Kribbs with the report of 
Remes because "...it can be determined whether the patient is or is not in compliance for each 
reporting period..." (Remes, see at least Col. 6, lines 36-38). 
Claim 22: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson and Kribbs do not specifically disclose the following limitations, but Remes, as 
shown does: 

• wherein at least a flow rate is communicated between the medical device and a remote 
computing system by a direct link (reads on "phone line")(see at least Col. 2, lines 59-62). 
It would have been obvious to one of ordinary skill in the art at the time of the invention to 

combine the computing device of Nicholson and the minimum usage of Kribbs with the 
communication of Remes because "the information collected is, preferably, stored and 
periodically transmitted via a communication module" (Remes, see at least Col. 2, lines 5-7). 
Claim 23: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson and Kribbs do not specifically disclose the following limitations, but Remes, as 
shown does: 
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• wherein at least a flow rate is stored as data fields on a central database (see at least 
Col. 2, lines 59-62; Col.5, lines 11-13, lines 44-47). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the computing device of Nicholson and the minimum usage of Kribbs with the database 
of Remes because it provides a "means, at said remote location, for storing information 
specifying a prescribed regimen of use for said patient including session length and delivered flow 
rate information, for receiving transmitted data and comparing it to the prescribed session length 
and delivered flow rate information to determine patient and oxygen delivery apparatus 
compliance with the prescribed regimen of use" (Remes, see at least Col. 6, lines 60-66). 
Claim 24: 

The combination of Nicholson/Kribbs/Remes discloses the limitations shown in the 
rejections above. Nicholson and Kribbs do not specifically disclose the following limitations, but 
Remes, as shown does: 

• wherein the central database is resident on one of a computing system, a home care 
provider network, a primary care provider network, an insurance network and a 
manufacturer network (see at least Abstract, lines 8-10; Col. 2, lines 59-62; Col.5, lines 
11-13, lines 44-47). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the computing device of Nicholson and the minimum usage of Kribbs with the database 
of Remes because it provides a "means, at said remote location, for storing information 
specifying a prescribed regimen of use for said patient including session length and delivered flow 
rate information, for receiving transmitted data and comparing it to the prescribed session length 
and delivered flow rate information to determine patient and oxygen delivery apparatus 
compliance with the prescribed regimen of use" (Remes, see at least Col. 6, lines 60-66). 
Claim 45: 

Remes discloses the limitations shown in the rejections above. Remes does not 
specifically disclose the following limitation, but Kribbs, as shown does: 
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• wherein the processing means compares the compliance period value with a 
measurement cycle compliance value (see at least Page 889, Col. 2, lines 3-4), 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes with the minimum usage of Kribbs because it enables 
"...periodic reporting of apparatus performance and information regarding patient compliance with 
a prescribed regimen of use" (Remes, see at least Col. 1, lines 10-12). 

Remes and Kribbs do not specifically disclose the following limitation, but Nicholson, as 
shown does: 

• further comprising means for outputting a compliance indicator (reads on "score") based 
upon results of the comparison (see at least Col. 1 , lines 17-19). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes and the minimum usage of Kribbs with the indicator of 
Nicholson because it "...can then be used to evaluate patient compliance with the programmed 
treatment plan..." (Nicholson, see at least Col. 1, line 67 through Col. 2, line 1). 
Claim 46: 

The combination of Remes/Kribbs/Nicholson discloses the limitations shown in the 
rejections above. Remes and Kribbs do not specifically disclose the following limitation, but 
Nicholson, as shown does: 

• (1) a compliance signal responsive to the compliance period value being at least equal to 
the measurement cycle compliance value (see at least Fig. 5, Ele. 48C; Col. 1 , lines 17- 
19; Col. 5, lines 2-4), 

• (2) a non-compliance signal responsive to the compliance period value being less than 
the measurement cycle compliance value (see at least Col. 6, lines 51-55).. 
Nicholson does not specifically disclose measurement cycle compliance value (reads on 

"4 h"), but Kribbs in at least Page 889, Col. 2, lines 18-20 and Page 890, Col. 1, lines 18-20. 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes and the minimum usage of Kribbs with the indicator of 
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Nicholson because it "...can then be used to evaluate patient compliance with the programmed 
treatment plan..." (Nicholson, see at least Col. 1, line 67 through Col. 2, line 1). 
Claim 47: 

The combination of Remes/Kribbs/Nicholson discloses the limitations shown in the 
rejections above. Remes and Kribbs do not specifically disclose the following limitations, but 
Nicholson as shown does: 

• wherein the compliance indicator indicates a compliance value signal (reads on 
"compliance score")(see at least Fig. 5, Ele. 48C; Col. 1, lines 17-19; Col. 5, lines 2-4). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes and the minimum usage of Kribbs with the indicator of 
Nicholson because it "...can then be used to evaluate patient compliance with the programmed 
treatment plan..." (Nicholson, see at least Col. 1, line 67 through Col. 2, line 1). 
Claim 48: 

The combination of Remes/Kribbs/Nicholson discloses the limitations shown in the 
rejections above. Remes further discloses the following limitations: 

• wherein the outputting means creates a report based upon the compliance indicator and 
indicative of at least one patient's compliance with at least one of a medical device usage 
prescription value (see at least Fig. 7; Col. 6, lines 35-38). 

Claim 60: 

The combination of Remes/Kribbs discloses the limitations shown in the rejections above. 
Remes and Kribbs do not specifically disclose the following limitations, but Nicholson as shown 
does: 

• wherein the processing means compares the short session count value with a short 
session warning value, and further comprising an outputting means for presenting a 
warning signal responsive to the short session count value being equal to the short 
session warning value (see at least Col. 6, lines 33-37, lines 51-55). 
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It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes and the minimum usage of Kribbs with the means of 
Nicholson because it "...can then be used to evaluate patient compliance with the programmed 
treatment plan..." (Nicholson, see at least Col. 1, line 67 through Col. 2, line 1). 
Claim 66: 

The combination of Remes/Kribbs discloses the limitations shown in the rejections above. 
Remes and Kribbs do not specifically disclose the following limitations, but Nicholson as shown 
does: 

wherein the processing means also compares the short session count value with 
a short session warning value, and further comprising and outputting means for 
presenting a warning signal responsive to the short session count value being 
equal to the short session warning value (see at least Col. 6, lines 33-37, lines 
51-55). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes and the means of Kribbs with the means of Nicholson 
because it "...can then be used to evaluate patient compliance with the programmed treatment 
plan..." (Nicholson, see at least Col. 1, line 67 through Col. 2, line 1). 

18. Claims 49, 51-52 and 54-55 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 

Patent 5,706,801 to Remes et al. in view of U.S. Patent 6,249,717 B1 to Nicholson et al. 
Claim 49: 

Remes discloses the limitations shown in the rejections above. Remes does not 
specifically disclose the following limitations, but Nicholson as shown does: 
• wherein the processing means compares the compliance period value with a compliance 

warning value, and further comprising outputting means for presenting a warning signal 

responsive to the compliance period value being equal to the compliance warning value 

(see at least Col. 6, lines 33-37, lines 51-55). 
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It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes and the minimum usage of Kribbs with the indicator of 
Nicholson because it "...can then be used to evaluate patient compliance with the programmed 
treatment plan..." (Nicholson, see at least Col. 1, line 67 through Col. 2, line 1). 
Claim 51: 

Remes discloses the limitations shown in the rejections above. Remes does not 
specifically disclose the following limitation, but Nicholson, as shown does: 

• wherein the means for monitoring usage and the processing means are resident in the 
medical device (reads on "apparatus")(see at least Col. 1, lines 16-19). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes with the means of Nicholson because it "...can then be 
used to evaluate patient compliance with the programmed treatment plan..." (Nicholson, see at 
least Col. 1 , line 67 through Col. 2, line 1). 
Claim 52: 

Remes discloses the limitations shown in the rejections above. Remes does not 
specifically disclose the following limitation, but Nicholson, as shown does: 

• a communication device associated with the medical device, and wherein the means for 
monitoring usage is resident in the medical device and the processing means is resident 
in the communication device (see at least Col. 1, lines 16-19; Col. 2, lines 46-50, lines 
59-62). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes and the minimum usage of Kribbs with the communication 
of Nicholson because it "...can then be used to evaluate patient compliance with the programmed 
treatment plan..." (Nicholson, see at least Col. 1, line 67 through Col. 2, line 1). 
Claim 54: 

Remes discloses the limitations shown in the rejections above. Remes does not 
specifically disclose the following limitation, but Nicholson, as shown does: 
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• wherein the processing means determines the actual medical device usage value for the 
compliance period based upon an actual medical device session usage value determined 
for each of a plurality of discrete usage sessions (see at least Col. 8, lines 28-31, lines 
37-39). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes with the means of Nicholson because it "...can then be 
used to evaluate patient compliance with the programmed treatment plan..." (Nicholson, see at 
least Col. 1 , line 67 through Col. 2, line 1). 
Claim 55: 

Remes discloses the limitations shown in the rejections above. Remes does not 
specifically disclose the following limitation, but Nicholson, as shown does: 

• wherein the processing means determines the actual medical device usage value for the 
compliance period as a sum of the actual medical device session usage values accruing 
during the compliance period (see at least Col. 9, lines 11-13). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes with the means of Nicholson because it "...can then be 
used to evaluate patient compliance with the programmed treatment plan..." (Nicholson, see at 
least Col. 1 , line 67 through Col. 2, line 1 ). 

19. Claims 10, 17-18 and 32 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 

Patent 6,249,717 B1 to Nicholson et al. in view of Objective Measurement Of Patterns Of Nasal CPAP 

Use By Patients With Obstructive Sleep Apnea to Kribbs et al. and further in view of U.S. Patent 

5,284,133 to Burns etal. 
Claim 10: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson and Kribbs do not specifically disclose the following limitations, but Burns, as 
shown does: 

• wherein the compliance warning value is set by a user (see at least Col. 4, lines 20). 
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It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the computing device of Nicholson and the minimum usage of Kribbs with the 
compliance warning value of Burns because it is used to "...notify the patient regarding 
undercompliance/underdosing situations and attempted abuse situations..." (Burns, see at least 
Col. 1, lines 28-30). 
Claim 17: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson and Kribbs do not specifically disclose the following limitations, but Burns, as 
shown does: 

• wherein the medical device is a nebulizer (see at least Col. 1 , lines 17-18). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the computing device of Nicholson and the minimum usage of Kribbs with the medical 
device of Burns because it provides "...an inhalation device which can provide some assurance 
that a patient is not circumventing a dosing schedule by not inhaling medication" (Burns, see at 
least Col. 3, lines 36-38). 
Claim 18: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson and Kribbs do not specifically disclose the following limitations, but Burns, as 
shown does: 

• wherein the actual medical device usage value is based upon operation of at least one 
component of the medical device (see at least Col. 10, lines 17-19). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the computing device of Nicholson and the minimum usage of Kribbs with the medical 
device of Burns because it provides "...an inhalation device which can provide some assurance 
that a patient is not circumventing a dosing schedule by not inhaling medication" (Burns, see at 
least Col. 3, lines 36-38). 
Claim 32: 
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The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson does not specifically disclose the following limitations, but Burns as shown 
does: 

• wherein the short session warning value is set by a user (see at least Col. 4, lines 20).. 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the computing device of Nicholson and the minimum usage of Kribbs with the 
compliance warning value of Burns because it is used to "...notify the patient regarding 
undercompliance/underdosing situations and attempted abuse situations..." (Burns, see at least 
Col. 1, lines 28-30). 

20. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 6,249,717 
B1 to Nicholson et al. in view of Objective Measurement Of Patterns Of Nasal CPAP Use By Patients 
With Obstructive Sleep Apnea to Kribbs et al. in view of U.S. Patent 5,284,133 to Burns et al. and further 
in view of U.S. Patent 5,517,983 to Deighan et al. 
Claim 19: 

The combination of Nicholson/Kribbs/Burns discloses the limitations shown in the 
rejections above. Nicholson, Kribbs and Burns do not specifically disclose the following 
limitations, but Deighan, as shown does: 

• wherein the component is one of a blower, a battery, a power input and a motor (see at 
least Col. 2, lines 59-65). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the computing device of Nicholson, the minimum usage of Kribbs and the medical 
device of Burns with the component of Deighan because it provides "...an inhalation device which 
can provide some assurance that a patient is not circumventing a dosing schedule by not inhaling 
medication" (Burns, see at least Col. 3, lines 36-38). 
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21. Claims 20-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 
6,249,717 B1 to Nicholson et al. in view of Objective Measurement Of Patterns Of Nasal CPAP Use By 
Patients With Obstructive Sleep Apnea to Kribbs et al. and further in view of U.S. Patent 5,517,983 to 
Deighan et al. 

Claim 20: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson and Kribbs do not specifically disclose the following limitations, but Deighan, as 
shown does: 

• wherein the actual medical device usage value is based upon a measured physical 
parameter (reads on "pressure")(see at least Col. 2, lines 28-34). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the computing device of Nicholson and the minimum usage of Kribbs with the 
measurement of Deighan because it determines "...whether the device has actually been used by 
the patient" (Deighan, see at least Col. 1 , lines 34-35). 
Claim 21: 

The combination of Nicholson/Kribbs/Deighan discloses the limitations shown in the 
rejections above. Nicholson and Kribbs do not specifically disclose the following limitations, but 
Deighan, as shown does: 

• wherein the measured physical parameter is a pressure differential (seat least Col. 2, 
lines 28-34). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the computing device of Nicholson and the minimum usage of Kribbs with the 
measurement of Deighan because it determines ". . .whether the device has actually been used by 
the patient" (Deighan, see at least Col. 1, lines 34-35). 
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22. Claims 27-28 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 
6,249,717 B1 to Nicholson et al. in view of Objective Measurement Of Patterns Of Nasal CPAP Use By 
Patients With Obstructive Sleep Apnea to Kribbs et al. and further in view of U.S. Patent 6,578,003 B1 to 
Camarda et al. 

Claim 27: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson and Kribbs do not specifically disclose the following limitations, but Camarda 
as shown does: 

• providing a weighting factor (see at least Col. 12, lines 43-47); 

• applying the weighting factor to at least one actual medical device session usage value 
(reads on "the variable")(see at least Col. 12, lines 43-47). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the computing device of Nicholson and the minimum usage of Kribbs with the weighting 
of Camarda because "...it allows a score to be assigned to each record" (Camarda, see at least 
Abstract, lines 20-21). 
Claim 28: 

The combination of Nicholson/Kribbs discloses the limitations shown in the rejections 
above. Nicholson and Kribbs do not specifically disclose the following limitations, but Camarda 
as shown does: 

• wherein the weighting factor is variable dependent (reads on "indicate the relative 
significance") upon the actual medical device session usage value (reads on "the 
variable")(see at least Col. 12, lines 43-47). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the computing device of Nicholson and the minimum usage of Kribbs with the weighting 
of Camarda because "...it allows a score to be assigned to each record" (Camarda, see at least 
Abstract, lines 20-21). 
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23. Claim 29 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 6,249,717 
B1 to Nicholson et al. in view of Objective Measurement Of Patterns Of Nasal CPAP Use By Patients 
With Obstructive Sleep Apnea to Kribbs et al. in view of U.S. Patent 6,578,003 B1 to Camarda et al. and 
further in view of U.S. Patent 5,359,513 to Kano et al. 

Claim 29: 

The combination of Nicholson/Kribbs/Camarda discloses the limitations shown in the 
rejections above. Nicholson, Kribbs and Camarda do not specifically disclose the following 
limitations, but Kano as shown does: 

• wherein the weighting factor is in a range from Oto 1 (see at least Fig. 7). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the device of Nicholson, the minimum usage of Kribbs and the weighting of Camarda 
with the range of Kano because it represents "...the relative significance of the variable..." 
(Camarda, see at least Col. 3, lines 33-35). 

24. Claims 37-38 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 
6,249,717 B1 to Nicholson et al. in view of U.S. Patent 6,578,003 B1 to Camarda et al. 

Claim 37: 

Nicholson, as shown, discloses the following limitations: 

• (a) determining an actual medical device usage value for each discrete medical device 
usage session (see at least Col. 8, lines 28-31, lines 37-39); 

• (c) determining an actual medical device usage value for the compliance period by 
summing the weighted actual medical device usage values for the medical device usage 
sessions during the compliance period (see at least Col. 9, lines 11-13). 

Nicholson does not specifically disclose the following limitations, but Camarda as shown 

does: 

• (b) applying a weighting factor to each actual medical device session usage value to 
produce a weighted actual medical device session usage value for each medical device 
usage session (reads on "the variable")(see at least Col. 12, lines 43-47); 
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It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the computing device of Nicholson with the weighting of Camarda because "...it allows a 
score to be assigned to each record" (Camarda, see at least Abstract, lines 20-21 ). 
Claim 38: 

The combination of Nicholson/Camarda discloses the limitations shown in the rejections 
above. Nicholson does not specifically disclose the following limitations, but Camarda as shown 
does: 

• wherein the weighting factor is variable dependent (reads on "indicate the relative 
significance") upon the actual medical device session usage value (reads on "the 
variable")(see at least Col. 12, lines 43-47). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the computing device of Nicholson with the weighting of Camarda because "...it allows a 
score to be assigned to each record" (Camarda, see at least Abstract, lines 20-21 ). 
25. Claim 39 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 6,249,717 
B1 to Nicholson et al. in view of U.S. Patent 6,578,003 B1 to Camarda et al. and further in view of U.S. 
Patent 5,359,513 to Kano et al. 
Claim 39: 

The combination of Nicholson/ /Camarda discloses the limitations shown in the rejections 
above. Nicholson and Camarda do not specifically disclose the following limitations, but Kano as 
shown does: 

• wherein the weighting factor is in a range from Oto 1 (see at least Fig. 7). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the device of Nicholson, the minimum usage of Kribbs and the weighting of Camarda 
with the range of Kano because it represents "...the relative significance of the variable..." 
(Camarda, see at least Col. 3, lines 33-35). 
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26. Claims 44, 59, 61 and 65 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent 5,706,801 to Remes et al. in view of Objective Measurement Of Patterns Of Nasal CPAP Use By 
Patients With Obstructive Sleep Apnea to Kribbs et al. 
Claim 44: 

Remes discloses the limitations shown in the rejections above. Remes does not 
specifically disclose the following limitation, but Kribbs, as shown does: 

• wherein the processing means determines the compliance period value as a percentage 
of compliance periods in the measurement cycle in which the actual medical device 
usage value is at least equal to the minimum medical device usage compliance value 
(see at least Page 890, Col. 1, lines 18-20). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes with the minimum usage of Kribbs because it enables 
"...periodic reporting of apparatus performance and information regarding patient compliance with 
a prescribed regimen of use" (Remes, see at least Col. 1, lines 10-12). 
Claim 59: 

Remes discloses the limitations shown in the rejections above. Remes does not 
specifically disclose the following limitations, but Kribbs as shown does: 

• wherein the input means is used to provide a minimum medical device usage short 
session value to the processing means (see at least Page 889, Col. 2, lines 8-11), 
wherein the processing means 

(1) compares the actual medical device usage value for a discrete usage session 
with the minimum medical device usage short session value (see at least Fig. 3; 
Page 889, Col. 2, lines 8-11); 

(2) determines a short session count value based upon the number of usage 
sessions wherein the actual medical device usage value for the respective usage 
session is less than the minimum medical device usage short session value 
(reads on "less than 4 h per night")(see at least Page 889, Col. 2, lines 18-20). 
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It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes with the minimum usage of Kribbs because it enables 
"...periodic reporting of apparatus performance and information regarding patient compliance with 
a prescribed regimen of use" (Remes, see at least Col. 1, lines 10-12). 
Claim 61: 

Remes, as shown, discloses the following limitations: 

• (a) a medical device adapted to provide a treatment to a patient (see at least Col. 1 , lines 
23-25); 

• (b) means for monitoring an actual medical device usage for at least one discrete medical 
device usage session (see at least Col. 3, lines 62-65); 

Remes does not specifically disclose the following limitations, but Kribbs as shown does: 

• (c) processing means for 

(1) comparing the actual medical device usage value for each medical device 
usage session with the minimum medical device usage short session value (see 
at least Fig. 3; Page 889, Col. 2, lines 8-11); 

(2) determining an actual medical device usage value for the compliance period 
by summing (reads on "black squares") the actual medical device usage value for 
each medical device usage session that is greater than or equal to the minimum 
medical device usage short session value and subtracting (reads on "blank 
areas") each actual medical device usage value that is less than the minimum 
medical device usage short session value during the compliance period (see at 
least Fig. 3; Page 889, Col. 2, lines 8-11, lines 18-20). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes with the minimum usage of Kribbs because it enables 
"...periodic reporting of apparatus performance and information regarding patient compliance with 
a prescribed regimen of use" (Remes, see at least Col. 1, lines 10-12). 
Claim 65: 
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Remes, as shown, discloses the following limitations: 

• (a) a medical device adapted to provide a treatment to a patient (see at least Col. 1 , lines 
23-25); 

• (b) means for monitoring an actual medical device usage for at least one discrete medical 
device usage session (see at least Col. 3, lines 62-65); 

Remes does not specifically disclose the following limitations, but Kribbs as shown does: 

• (c) processing means for: 

(1) comparing the actual medical device usage value for a discrete usage 
session with a minimum medical device usage short session value (see at least 
Fig. 3; Page 889, Col. 2, lines 8-11), 

(2) determining a short session count value based upon the number of usage 
sessions where the actual medical device usage value for the respective usage 
session is less than the minimum medical device usage short session value 
(reads on "less than 4 h per night")(see at least Page 889, Col. 2, lines 18-20). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes with the means of Kribbs because it enables "...periodic 
reporting of apparatus performance and information regarding patient compliance with a 
prescribed regimen of use" (Remes, see at least Col. 1, lines 10-12). 

27. Claim 50 is rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 5,706,801 to 

Remes et al. in view of U.S. Patent 5,284,133 to Burns et al. 
Claim 50: 

Remes discloses the limitations shown in the rejections above. Remes does not 
specifically disclose the following limitation, but Burns, as shown does: 

• wherein the medical device is a nebulizer (see at least Col. 1 , lines 1 7-18). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
the medical device of Remes with the medical device of Burns because it provides "...an 
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inhalation device which can provide some assurance that a patient is not circumventing a dosing 
schedule by not inhaling medication" (Burns, see at least Col. 3, lines 36-38). 

28. Claims 56-57 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 
5,706,801 to Remes et al. in view of U.S. Patent 6,578,003 B1 to Camarda et al. 

Claim 56: 

Remes discloses the limitations shown in the rejections above. Remes does not 
specifically disclose the following limitations, but Camarda as shown does: 

• wherein the processing means applies a weighting factor to at least one actual medical 
device session usage value (see at least Col. 12, lines 43-47); 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes with the weighting of Camarda because "...it allows a 
score to be assigned to each record" (Camarda, see at least Abstract, lines 20-21 ). 
Claim 57: 

The combination of Remes/Camarda discloses the limitations shown in the rejections 
above. Remes does not specifically disclose the following limitations, but Camarda as shown 
does: 

• wherein the weighting factor is variable dependent (reads on "indicate the relative 
significance") upon the actual medical device session usage value (reads on "the 
variable")(see at least Col. 12, lines 43-47).. 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes with the weighting of Camarda because "...it allows a 
score to be assigned to each record" (Camarda, see at least Abstract, lines 20-21 ). 

29. Claim 58 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 5,706,801 
to Remes et al. in view of U.S. Patent 6,578,003 B1 to Camarda et al. and further in view of U.S. Patent 
5,359,513 to Kano etal. 

Claim 58: 
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The combination of Remes/Camarda discloses the limitations shown in the rejections 
above. Remes and Camarda do not specifically disclose the following limitations, but Kano as 
shown does: 

• wherein the weighting factor is in a range from Oto 1 (see at least Fig. 7). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes and the weighting of Camarda with the range of Kano 
because it represents "...the relative significance of the variable..." (Camarda, see at least Col. 3, 
lines 33-35). 

30. Claims 62-63 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 
5,706,801 to Remes et al. in view of in view of U.S. Patent 6,578,003 B1 to Camarda et al. and further in 
view of U.S. Patent 6,249,717 B1 to Nicholson et al. 
Claim 62: 

Remes, as shown, discloses the following limitations: 

• (a) a medical device adapted to provide a treatment to a patient (see at least Col. 1 , lines 
23-25); 

• (b) means for monitoring usage an actual medical device usage for at least one discrete 
medical device usage session (see at least Col. 3, lines 62-65); 

Remes does not specifically disclose the following limitations, but Camarda as shown 

does: 

• (c) processing means for 

■ (1) applying a weighting factor to each actual medical device session usage 

value to produce a weighted actual medical device session usage value for each 
medical device usage session (reads on "the variable")(see at least Col. 12, lines 
43-47); 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes with the weighting of Camarda because "...it allows a 
score to be assigned to each record" (Camarda, see at least Abstract, lines 20-21 ). 
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Remes and Camarda do not specifically show the following limitations, but Nicholson as 
shown does: 

(2) determining an actual medical device usage value for the compliance period 
by summing the weighted actual medical device usage values for the medical 
device usage sessions during the compliance period (see at least Col. 9, lines 
11-13). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes and the weighting of Camarda with the determination of 
Nicholson because it "...can then be used to evaluate patient compliance with the programmed 
treatment plan..." (Nicholson, see at least Col. 1 , line 67 through Col. 2, line 1). 
Claim 63: 

The combination of Remes/Camarda/Nicholson discloses the limitations shown in the 
rejections above. Remes and Nicholson do not specifically disclose the following limitations, but 
Camarda as shown does: 

• wherein the weighting factor is variable dependent (reads on "indicate the relative 
significance") upon the actual medical device session usage value (reads on "the 
variable")(see at least Col. 12, lines 43-47). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes and the determination of Nicholson with the weighting of 
Camarda because "...it allows a score to be assigned to each record" (Camarda, see at least 
Abstract, lines 20-21). 

31. Claim 64 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 5,706,801 
to Remes et al. in view of U.S. Patent 6,578,003 B1 to Camarda et al. in view of U.S. Patent 6,249,717 
B1 to Nicholson et al. and further in view of U.S. Patent 5,359,513 to Kano et al. 
Claim 64: 
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The combination of Remes/Camarda/Nicholson discloses the limitations shown in the 
rejections above. Remes, Camarda and Nicholson do not specifically disclose the following 
limitations, but Kano as shown does: 

• wherein the weighting factor is in a range from Oto 1 (see at least Fig. 7). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the medical device of Remes, the weighting of Camarda and the determination of 
Nicholson with the range of Kano because it represents "...the relative significance of the 
variable..." (Camarda, see at least Col. 3, lines 33-35). 
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Conclusion 

32. Any inquiry of a general nature or relating to the status of this application or concerning this 
communication or earlier communications from the Examiner should be directed to JOY CHNG whose 
telephone number is 571.270.7897. The Examiner can normally be reached on Monday-Friday, 9:30am- 
5:00pm. If attempts to reach the examiner by telephone are unsuccessful, the Examiner's supervisor, 
CHRISTOPHER L. GILLIGAN can be reached at 571.272.6770. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained from 
either Private PAIR or Public PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see 

hltPl#BQrtajusB^ • Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866.217.9197 (toll-free). 
Any response to this action should be mailed to: 

Commissioner of Patents and Trademarks 
Washington, D.C. 20231 
or faxed to 571-273-8300. 
Hand delivered responses should be brought to the United States Patent and Trademark 
Office Customer Service Window: 
Randolph Building 
401 Dulany Street 
Alexandria, VA 22314. 
/JOY CHNG/ 
10 March 2009 
Examiner 
Art Unit 41 14 
/C. Luke Gilligan/ 

Supervisory Patent Examiner, Art Unit 3626 



